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2021/6/28 ~ 1)

e  Register work on mathematical models for the evaluation of toxicokinitics as aPWI (WG
13) > B Rl

e  Re-appointment of ISO/TC 194/WG 16 convenor—IEtE (1EZEDE SZH#ET H729)

2021/8/12 74}

. ISO/FDIS 10993-10 “Biological evaluation of medical devices — Part 10: Tests for skin
sensitization”— = A > M E B KE D BB - T2 A3z (2021 4 11 A IZFITH )

2021/8/21 ~ 4]}

e NP 10993-1 “Biological evaluation of medical devices— Part 1: Evaluation testing within
a risk management process” (Part 1 DETIRE) — 2 A v MFEBERKE—KE, KA
DRI L, 1 HIZE 1B Web &0 Bl A (WG 1EZSHOZ L)

2021/8/23 ~ 1)

e NP 8250 “Cleanliness of medical devices— Process design and test methods” (E#H%aD
THEPEICB T 2 8TBURR) —TC 198 THRBROIERED AE-> T D Z L H L HE LI
ST

2021/9/2 ~ 4]

) SR &2 ISO/TS 10993-20 "Biological evaluation of medical devices —Part 20:
Principles and methods for immunotoxicology testing of medical devices” %% (&5E])
FEE-YGETIERE DS il S 1 D 15k

. SR #ZE ISO 22442-3 "Medical devices utilizing animal tissues and their derivatives
—Part 3: Validation of the elimination and/or inactivation of viruses and transmissible
spongiform encephalopathy (TSE) agents” (SC 1 fi#iIZ£E 5 )0 H L D& =) -5k (#E
Fr) FEEMERF & 7R o ToBLER

2021/10/8

o AJFEIS DUGETZ PWI & L THEk (Part 4, 6, 10, 12, 14, ISO 14155)

e WG 16 IZ81F % in vitro FIEIZEIT 5 TS {EakZ PWI & L THEX

o ALFEWTICBET S PWI 2 WG 15 OfFESE & L TR
W E . WG BHER L22WTZ O TH Y | 4 TR B2 FE it — Rz

2021/11/08 ~ 4]

e IS0 10993-18:2020/DAmd 1 (Ed 2) “Biological evaluation of medical devices — Part 18:
Chemical characterization” > B E->TFE H vz 2 X > MIxEd 5 Web 2503 F it <4,
I H AT FEAT~,

2022/1/10

e ISO/NP TS 11796 “Biological evaluation of medical devices — Guidance for
interlaboratory studies to demonstrate the applicability of validated in-vitro methods to
assess the skin sensitization of medical devices” (FZJEEA/EMED in vitro RHHICEE4 2% T ¥
YRuErT A NDAA L AR (TS) %) — 3 A v My EBRIRE BRI T DK
KXo T2, EDEEDFITIZONWTUL S VT = =D, ZOMOENLHa A
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o ISO NP 8250 FKSZIZFE D #BL WG (18?) @SZfE%E. W TNT Convenor RS (A A AKF)
B A EE BT

2022/2/19~ 4]

e ISO/DIS 10993-17 “Biological evaluation of medical devices — Part 17: Toxicological risk
assessment of medical device chemical constituents”— = A > Mf & Bpli— FA Y DAL
% C Approved (= A > NEUIIARH)
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2022/3/13 4}

. SR &%ZZ IS0 10993-6:2016 "Biological evaluation of medical devices —Part 6: Tests for
local effects after implantation”

) SR #2ZE IS0 10993-7:2008 "Biological evaluation of medical devices —Part 7: Ethylene
oxide sterilization residuals”

2022/6/4 ~ H)

. SR #&ZZ IS0 10993-5:2016 "Biological evaluation of medical devices —Part 5: Tests for
in vitro cytotoxicity”

. SR #&2ZZ  ISO/TS 21726:2019 "Biological evaluation of medical devices —Application of
the threshold of toxicological concern (TTC) for assessing biocompatibility of medical

device constituents”
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